Document V-6 - 

DIA Statistics on the Pre-Publication 
Review Process From 2009 to 2016 


Final decisions of officials conducting prepublication reviews 


Ho Objection As No Objection - 

Originally Subject to 

Submitted/Cl eared Amendment 


No Objection with 
Comment/Recommendations 


YEAR 




2009 

331 

66 

46 

2010 

368 

86 

49 

2011 

368 

99 

91 

2012 

398 

88 

99 

2013 

400 

67 

68 

2014 

247 

119 

82 

2015 

301 

164 

23 

2016 

240 

163 

81 


Denied 



14 

5 

9 

5 

3 

4 
3 
9 


Prepublication Review Statistics - 



NUMBER OF 

INDIVIDUAL 

1 SUBMITTERS 

NUMBER 

OF 

INDIVIDUAL 

PRODUCTS 

NUMBER 

CLEARED AS 

ORIGINALLY 

SUBMITTED 

NUMBER CLEARED 

SUBJECT TO 
W/AMENDMENT 

NUMBER 

OF 

OPEN 

CASES 

DURATION 

OF 

REVIEW** 

YEAR 


2009 

197 

474 

331 

66 

3 

See V-l 

2010 

286 

533 

368 

86 

3 

See V-l 

2011 

272 

593 

368 

99 

0 

See V-l 

2012 

286 

618 

398 

88 

1 

See V-l 

2013 

258 

559 

400 

67 

1 

See V-l 

2014 

260 

540 

247 

119 

4 

See V-l 

2015 

333 

546 

301 

164 

3 

See V-l 

2016 

230 

540 

240 

163 

33 

See V 1 


** Document V-l does capture the submission and dosing dates. DIA has never had the need to 
tabulate statistics on the number of days for each request. 




























